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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 13 August 2003 . 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) ^ Claim(s) 37-40 and 51-56 is/are pending in the application. 

4a) Of the above claim(s) 37,38 and 54-56 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 39.40 and 51-53 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) \E1 Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) [3 Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date 02/19/02 , 



4) O Interview Summary (PTO-41 3) 

Paper No(s)/Mail Date. . 

5) Q Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1-04) 
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Claims 37-40 and 5 I -56 are presented for examination. 

Applicants' preliminary amendment filed August 22, 200 I and the information 
disclosure statement filed February I 9, 2002 have been received and entered. 

Applicants' election filed August I 3, 2003 in response to the restriction 

REQUIREMENT OF JULY I O, 2003 HAS BEEN RECEIVED AND ENTERED. THE APPLICANTS 
ELECTED THE INVENTION DESCRIBED IN CLAIMS 39, AO AND 5 I -53 (GROUP I) WITHOUT 

traverse. 

Claims 37, 38 and 54-56 are withdrawn from consideration as being drawn to 

THE NON-ELECTED INVENTION (37 CFR I/ I 42(B)). 

Claim Rejections - 35 (JSC §112 
The following is a quotation of the first paragraph of 35 U.S.C. I I 2: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 

PERSON SKILLED IN THE ART TO WHICH IT PERTAINS, OR WITH WHICH IT IS MOST NEARLY CONNECTED, TO MAKE AND 
USE THE SAME AND SHALL SET FORTH THE BEST MODE CONTEMPLATED BY THE INVENTOR OF CARRYING OUT HIS 
INVENTION. 

Claims 39, 40 and 5 I -53 are rejected under 35 U.S.C. I I 2, first paragraph, 
as failing to comply with the enablement requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to enable one 

SKILLED IN THE ART TO WHICH IT PERTAINS, OR WITH WHICH IT IS MOST NEARLY CONNECTED, TO 

make and/or use the invention. 

Applicants' specification does not point out or identify the compounds used in 

THE PHARMACEUTICAL COMPOSITION. THE SPECIFICATION DOES NOT POINT OUT OR IDENTIFY A 
COMPOUND OR A SALT THEREOF, WHICH ACTIVATED A PACAP RECEPTOR OR ANTAGONIZES 
BINDING OF PACAP TO A PACAP RECEPTOR. 

Claim 39, AO and 5 I -53 are not allowed. 

Claim Rejections - 35 USC §112 
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The following is a quotation of the second paragraph of 35 U.S.C. I I 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 39, AO and 5 I -35 are rejected under 35 U.S.C. I I 2, second 
paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

Claims 39, AO and 5 I -53 are rendered indefinite and vague because in claim 

39, THE APPLICANTS DO NOT DISCLOSE OR IDENTIFY THE COMPOUND USED IN THE 
PHARMACEUTICAL COMPOUND AND CLAIM 39 IS WRITTEN LIKE A METHOD CLAIM (A TEST) WHICH IS 

confusing. Claims 5 I -53 are rendered indefinite because the claims do not identify a 
compound OR a PACAP agonist. 

Claims 39, AO and 5 I -53 are not allowed. 

Claim Rejections - 35 (JSC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. I 02 

THAT FORM THE BASIS FOR THE REJECTIONS UNDER THIS SECTION MADE IN THIS OFFICE ACTION: 
A PERSON SHALL BE ENTITLED TO A PATENT UNLESS - 

(A) THE INVENTION WAS KNOWN OR USED BY OTHERS IN THIS COUNTRY, OR PATENTED OR DESCRIBED IN A PRINTED 
PUBLICATION IN THIS OR A FOREIGN COUNTRY, BEFORE THE INVENTION THEREOF BY THE APPLICANT FOR A PATENT. 

Claims 39 and 5 I -53 are rejected under 35 U.S.C. I 02(a) as being anticipated 
by Arimura et al. (5, I 28,242). 

Arimura et al. teach peptides having adenylate cyclase stimulating activity or 

WELL-KNOWN AS PACAP RECEPTORS. NOTE PARTICULARLY CLAIM I OF THE REFERENCE 
DISCLOSES THE PACAP RECEPTORS OR COMPOUNDS THAT ARE EXACTLY THE SAME AS THE 
APPLICANTS' COMPOUNDS. SINCE THE APPLICANTS ARE CLAIMING A COMPOUND, WHICH READS ON 
THE COMPOUND ALONE, THEN THE CITED REFERENCE ANTICIPATES THE INSTANT INVENTION. 
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Applicants are not entitled to procure claims based on discovery that well-known and 
old compounds can be adapted to new uses; to entitle him to a patent, the compounds 
must be both new and unobvious to one skilled in the art. (see in re hack i i 4 uspq 



Claims 39 and 5 I -53 are not allowed. 

Any inquiry concerning this communication or earlier communications from the 

EXAMINER SHOULD BE DIRECTED TO KEVIN E. WEDDINGTON WHOSE TELEPHONE NUMBER IS (57 I ) 

272-0587. The examiner can normally be reached on I I :00 am-7: 30 pm. 

If attempts to reach the examiner by telephone ARE UNSUCCESSFUL, THE 
examiner's supervisor, Marrianne Seidel CAN BE REACHED ON (703) 308- 1 235. The fax 

PHONE NUMBER FOR THE ORGANIZATION WHERE THIS APPLICATION OR PROCEEDING IS ASSIGNED 

is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-2 I 7-9 I 97 (toll-free). 
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Kevin E. Weddingt( 
Primary Examiner 
Art Unit I 6 I 4 




k. weddington 
April 30, 2004 



